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The Human Medicines (Amendment) (No. 2) Regulati@ds3

Made - - - - 8th October 2013
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Comingintoforce - - 11th November 2013

The Secretary of State and the Minister for Hedfibcial Services and Public Safety make the
following Regulations. They do so in exercise & fiowers conferred by section 2(2) and (5) of
the European Communities Act 19&g(having been designated for the purposes ofseet(2)

of that Act in relation to medicinal produdi$(

Citation, commencement and inter pretation
1—(1) These Regulations may be cited as the Humadidites (Amendment) (No. 2)
Regulations 2013.
(2) These Regulations come into force on 11th NoverabaB.

(3) In these Regulations “the 2012 Regulations” mednes Human Medicines Regulations
2012¢).

Amendment of regulation 8 of the 2012 Regulations

2—(1) Regulation 8(1) of the 2012 Regulations (gehenterpretation) is amended as
follows.

(2) For the definition of “the 2001 Directive” substid—

““the 2001 Directive” means Directive 2001/83/ECtb& European Parliament and of
the Council on the Community Code relating to miedicproducts for human usé)(.

(3) For the definition of “Regulation (EC) No 726/200ekibstitute—

“‘Regulation (EC) No 726/2004” means Regulation JE26/2004 of the European
Parliament and of the Council of 31 March 2004rdgydown Community procedures
for the authorisation and supervision of medicipadducts for human and veterinary
use and establishing a European Medicines Ageg)ty;(

(@) 1972 c.68. Section 2(2) was amended by secfidh)@) of the Legislative and Regulatory Refornt 2006 (c.51) and
section 3(3) of and Part 1 of the Schedule to th®iean Union (Amendment) Act 2008 (c.7). Sec#(®) was amended
by section 41(1) of and Part 1 of Schedule 6 td\tbehern Ireland Constitution Act 1973 (c.36).

(b) S.I.1972/1811.

() S.1.2012/1916, amended by S.I. 2013/1855; tleeamother amending instrument but it is not redéva

(d) Directive 2002/83/EC was last amended by Direc®012/26/EU of the European Parliament and ofCbencil of 25
October 2012 (OJ No L 299, 27.10.2012, p.1).

(e) Regulation (EC) No 726/2004 was last amended éyuRation (EU) No 1027/2012 of the European Pasiainand of the
Council of 25 October 2012 (OJ No L 316, 14.11.2G128).



Amendment of regulation 73 of the 2012 Regulations

3. After regulation 73(5) of the 2012 Regulationsligdition to notify placing on the market
etc) insert the following paragraphs—
“(5A) The holder of a UK marketing authorisation shunotify the licensing authority
forthwith if the holder takes action to—
(a) request the cancellation of the authorisation;

(b) not apply for the renewal of the authorisation;

(c) withdraw the product to which the authorisatietates from the market in a third
country (whether temporarily or permanently) anel életion is based on any of the
grounds set out in Article 116 or 117(1) of the P@rective.

(5B) A natification under paragraph (3) or (5A) mugclude the reasons for the action, in
particular declaring if the action is based on ahyhe grounds set out in Article 116 or
117(1) of the 2001 Directive.

(5C) The holder of a UK marketing authorisation tnalso notify the EMA forthwith
where the action which is the subject of a notffa@aby the holder under paragraph (3) or
(5A) is based on any of the grounds set out inchgti16 or 117(1) of the 2001 Directive.”

Amendment of regulation 82 of the 2012 Regulations

4.—(1) Regulation 82(1) of the 2012 Regulations (Eldrketing authorisations: failure to
notify placing on market etc) is amended as follows
(2) In sub-paragraph (a) omit “or”.
(3) In sub-paragraph (b) for “market).” substitute “ket; or”.
(4) After sub-paragraph (b) add the following sub-pesip—
“(c) Article 14b of Regulation (EC) No 726/2004 drérement to notify suspending of
marketing of the product etc).”

Amendment of regulation 113 of the 2012 Regulations

5. After regulation 113(3) of the 2012 Regulationbligation to notify placing on the market
etc) insert the following paragraph—
“(3A) A notification under paragraph (3) must inguthe reasons for the withdrawal in
accordance with article 123(2) of the 2001 Dire=tiv

Amendment of regulation 142 of the 2012 Regulations

6. After regulation 142(5) of the 2012 RegulationBligation to notify placing on the market
etc) insert the following paragraphs—
“(5A) The holder of a traditional herbal registoatimust notify the licensing authority
forthwith if the holder takes action to—
(a) request the cancellation of the registration;

(b) not apply for the renewal of the registration;

(c) withdraw the product to which the registrati@tates from the market in a third
country (whether temporarily or permanently) anel életion is based on any of the
grounds set out in Article 116 or 117(1) of the P@rective.

(5B) A natification under paragraph (3) or (5A) muglude the reasons for the action, in
particular declaring if the action is based on afyhe grounds set out in Article 116 or
117(1) of the 2001 Directive.

(5C) The holder of a traditional herbal registratioust notify the EMA forthwith where
the action which is the subject of a naotificationtbe holder under paragraph (3) or (5A) is
based on any of the grounds set out in Article d1617(1) of the 2001 Directive.”



Amendment of regulation 196 of the 2012 Regulations

7—(1) Regulation 196 of the 2012 Regulations (urgemtion) is amended as follows.
(2) For paragraphs (1) and (2) substitute the followiagagraphs—

“(1) The licensing authority must initiate the Sent 4 procedure by informing the
specified bodies where, on the basis of concemdtieg from the evaluation of data from
pharmacovigilance activities,—

(a) it considers suspending or revoking an authtos or registration of a medicinal
product or class of medicinal products;

(b) it considers prohibiting the supply of a medadi product or class of medicinal
products;

(c) it considers refusing the renewal of an auiaion or registration of a medicinal
product; or

(d) itis informed by a holder that, on the badisafety concerns, the holder has—
(i) interrupted the sale or supply, or offer ofesar supply, of the product,

(i) taken action to have the product’s authorisator registration cancelled or
intends to do so, or

(iif) not applied for the renewal of the produciisthorisation or registration.

(2) The licensing authority must inform the spexifibodies where, on the basis of
concerns resulting from the evaluation of data frphmrmacovigilance activities, it
considers it necessary to vary an authorisatiae@istration or a class of authorisations or
registrations to include—

(a) anew contra-indication,
(b) a reduction to the recommended dose, or
(c) arestriction to the therapeutic indications.

(2A) The information provided under paragraph (2)simoutline the action considered
and the reasons for the action.

(2B) Where the licensing authority considers urgsstion is necessary in relation to the
information provided under paragraph (2), it madiate the Section 4 procedure.

(2C) The information required to be provided ungeragraph (1) or (2) must be
provided by the end of the day on which the consitten arose under paragraph (1)(a) to
(c) or (2) or the information was received underagsaph (1)(d) (as the case may be).”

(3) In paragraph (3) after “paragraph” insert “(1) or”.
(4) In paragraph (4)—

(a) for “paragraph (1)” substitute “paragraph (1) or’{2and

(b) for “paragraph (2)” substitute “paragraph (1) or (@s the case may be)".
(5) In paragraph (5) for “paragraph (1)”, both timeappears, substitute “paragraph (1) or (2)".
(6) In paragraph (7)—

(a) after “inform” insert “the specified bodies”; and

(b) omit from “the following” to the end of the paragia
(7) For paragraph (8) substitute—

“(8) In this regulation—

“EU urgent action procedure” means the procedudeuArticles 107 and 107k of the
2001 Directive;

“Section 4 procedure” means the procedure undeiddet of Chapter 3 of Title IX of
the 2001 Directive; and

“specified bodies” means—
(a) the competent authority of each EEA State attean the United Kingdom,



(b) the EMA, and
(c) the European Commission.”

Amendment of regulation 346 of the 2012 Regulations

8. In regulation 346(2)(b) of the 2012 Regulati@gteview) insert the following paragraphs
at the appropriate place—

“(xiva) 73(5A) to (5C),”;
“(xviia) 82(1)(c),”;

“(xxiva) 113(3A),”;
“(xxviiia) 142(5A) to (5C),".

Amendment of Schedule 17 to the 2012 Regulations

9.In Part 4 of Schedule 17 to the 2012 Regulatiomserfiption for sale, supply or
administration by certain persons), after itemri¢he table add—
“11. Operator or commanderll. All medicinal products 11. The medicinal product
of an aircraft. on a general sale list. must—

(@) have been made up
for sale or supply in
a container
elsewhere than at
the place at which it
is sold or supplied;
and

(b) be stored in a part
of the aircraft
which the operator
is able to close so
as to exclude the
public.

12. The operator of a train. 12. All medicinal puots  12. The medicinal product
on a general sale list. must—

(@) have been made up
for sale or supply in
a container
elsewhere than at
the place at which it
is sold or supplied;
and

(b) be stored in a part
of the train which
the operator is able
to close so as to
exclude the public.”

(a) Regulation 346 of the 2012 Regulations has besmded by S.I. 2013/1855.



Signed by authority of the Secretary of State feakh.

Earl Howe
Parliamentary Under-Secretary of State,
8th October 2013 Department of Health
Edwin Poots
7th October 2013 Minister for Health, Social Seegiand Public Safety

EXPLANATORY NOTE

(This note is not part of the Regulations)

These Regulations amend the Human Medicines Reguwaf012 (the 2012 Regulations) in
order to implement Directive 2012/26/EU of the Epgan Parliament and of the Council of 25
October 2012 amending Directive 2001/83/EC as degpharmacovigilance and Regulation (EU)
No 1027/2012 of the European Parliament and of@bancil of 25 October 2012 amending
Regulation (EC) No 726/2004 as regards pharmadawicg.

These Regulations further amend the 2012 Regufatioorder to allow general sale medicinal
products to be supplied or sold on aircrafts aaih.

Regulations 2 and 4 amend regulations 8 and 8202012 Regulations in order to ensure that
the changes made to Regulation (EC) No 726/200&Régulation (EU) No 1027/2012 are
enforceable in the United Kingdom.

Regulations 3, 5 and 6 amend regulations 73, 183148 of the 2012 Regulations respectively
in order to transpose the changes made to art®3asand 123 of Directive 2001/83/EC by
Directive 2012/26/EU insofar as they apply to mérig authorisations, homeopathic certificates
of registration and traditional herbal registration

Regulation 7 amends regulation 196 of the 2012 Ré&gns in order to transpose the changes
made to article 107i of Directive 2001/83/EC bydaiive 2012/26/EU.

Regulation 8 amends regulation 346 of the 2012 Réguns in order to oblige the Secretary of
State to carry out a review of regulations 73,1838 and 142 of the 2012 Regulations.

Regulation 9 amends Schedule 17 to the 2012 Régndain order that an operator or
commander of an aircraft or an operator of a timiable to sell or supply general sale medicinal
products.

A full impact assessment has not been producedhfsrinstrument as no, or no significant,
impact on the private, public or voluntary secisr®reseen.
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